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A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on August 
28, 2008 has been entered. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5, 7-20, 25-33, 38-43, 45 and 51-55 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the enablement requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Claims 1, 26 and 39 require the determination of asynchrony of development 
between two embryos of the same nonprimate mammalian species, where T = 
Asynchrony of Development. However, the claims are not enabled because there is 
insufficient guidance for performing the calculation and using the result. 

In the claims, exemplified by claim 1 , steps (a)(i) and (a)(ii) provide for a first and 
second embryo. In step (a)(i), a vasectomized male is mated with a female to produce 
the first embryo. However, such a mating would not produce an embryo as a 
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vasectomized male does not produce sperm. Without sperm there would be no 
fertilization of the female's egg(s), the eggs would disintegrate and thus no embryos. 
This technique produces a pseudo-pregnant female that would be receptive to the 
implantation of a fertilized egg or embryo, but the method does not produce embryos. 
The specification does not offer any clarity on this issue as it also discloses mating a 
vasectomized male mouse with a female mouse and isolating embryos. It is noted that 
the specification states "preferably vasectomized" (specification, page 2, lines 36-38). 
While the issue of vasectomized males producing embryos remains, applicant may 
consider amending the claim to eliminate vasectomized unless evidence is presented to 
contradict the inability of vasectomized males to produce embryos. 

In step (ii) determination takes place prior to introduction of the embryo of step 
a(ii.). The claims are not enabled because there is no indication within the claim what 
has been determined. That is the claim does not state the assay endpoint to determine 
asynchrony. The claims state, or depend on claims that state, "determining asynchrony" 
and provide a 2-step method to do so, but the claim does not provide for a 
characteristic, feature or structure to indicate asynchrony. It appears from the 
specification, that asynchrony is a developmental stage difference in hours, but the 
claim provides step (i) and (ii). The two embryos are compared but for what indicator 
and what result indicates asynchrony? The claim should indicate an endpoint, such as 
"determining hour differences in developmental stages between the embryos of a(i) and 
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The specification makes apparent that live rabbits are obtained by nuclear 
transfer when the NT embryo is transferred to a female rabbit mated 16 or 22 hours 
after crossing female rabbits to obtain oocytes (specification, page 25, lines 26-39). This 
shows the production of rabbits when the NT embryo and the surrogate mother rabbit 
are asynchronous for developmental stage. These same differences in developmental 
stages between the embryo and the recipient rabbit could also be employed for 
producing rabbits by embryo transfer regardless of how the embryos are produced. 

Thus because an embryo is not produced in claims, 1 , 26 and 39, step (a)(i), 
there cannot be any determination of asynchrony between two embryos as claimed. 

Therefore at the time of the present invention, the skilled artisan would have 
needed to perform an undue amount of experimentation without a predictable degree of 
success to implement the invention as claimed. 

Applicant argues the specification teaches asynchrony of development is the 
number of hours it takes the first embryo to reach the same stage of development as 
the second embryo reaches on or before the day the second embryo implants in the 
uterus. This argument is not persuasive. 

Claims 1 , 26 and 39 do not require transfer of either embryo produced by steps 
a(i) and a(ii) or the analysis of embryo implantation stage as compared to an in vitro 
developed embryo. The parenthetically stated determination of uterine implantation 
needs to be an active part of the step. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-39 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1, 26are confusing as step (a)(ii) states the second embryo is to be 
implanted, but step (b) states the cultured, or manipulated, or cultured and manipulated 
in vitro embryo is to be transferred. This would the embryo of step (a)(i). Is the second 
embryo transferred to the female of step (a)(1 )? 

Claims 1 ,26 are confusing as to "a uterus." should be "the uterus (b, lines 2-3. 

Claim 2 is confusing as to the location of the "first embryo." Is the first embryo 
cultured in vitro up to implantation of the transferred embryo? The confusion resides in 
"day or implantation" of which embryo. 

Claim 25, 38, 39 are confusing as to the "in vitro method." Nuclear transfer to 
produce a nonprimate mammal is in vitro and in vivo. The method is in vitro for 
production of the cloned embryo, but in vivo for production of the cloned mammal. 
There cannot be a in vitro method of nuclear transfer to produce a mammal as the 
method requires a surrogate mother for term or fetal development. Also the claim 
should be written as "an in vitro method for cloning a nonprimate mammal" in keeping 
with the requirement to transfer a nonprimate mammalian embryo. 

Claim 39 is confusing as to the reference to claim 26. It isn't clear if claim 39 
depends from claim 26, and is meant to further limit. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 43, 44 and 56 rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by 20040040050 (West). 

West teaches the production of non-primate mammals, including rabbits, by 
nuclear transfer, where a donor cell or donor cell nucleus is inserted into an enucleated 
oocyte to make a reconstituted or NT embryo (parags. [0006] [0074, [0075], [0090], and 
[0147]). The NT embryo is activated by incubation in DMAP and cycloheximide ([0133]). 
Thus, West anticipates the claimed invention. 

Claims 1-5, 7-20, 25-33, 38-42 and 45-55 because the prior art did not teach or 
suggest the methods for producing nonprimate mammals by asynchronous embryo 
transfer using the particular method for determining asynchrony claimed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Crouch, Ph.D. whose telephone number is 
(571)272-0727. The examiner can normally be reached on M-Fri, 8:30 AM to 5:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 571-272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Deborah Crouch, Ph.D. / 
Primary Examiner, Art Unit 1632 



October 15, 2008 



